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DISCLOSURES AND CONFLICTS

* DISCLOSURES
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* CONFLICTS
* NONE KNOWN




12/22/20

MONOCLONAL ANTIBODY THERAPY

Tnlmp Received Experimental Antibody and Remdesivir for Coronavirus

* MONOCLONAL ANTIBODIES ARE
LABORATORY-MADE PROTEINS THAT
MIMIC THE IMMUNE SYSTEM'S ABILITY TO
FIGHT OFF HARMFUL ANTIGENS SUCH AS
VIRUSES. (FDA Nov 9, 2020)

Monoclonal Antibodies

What are antibodies? Antibodies are naturally made in our bodies N J
" to fight infection. N\ 3 " /
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Source: Lilly Bamlanivimab Playbook Source: Wall Street Journal, Oct 3

Mt BTy At
ANTIBODY THERAPY s

Ocrt 3: PRESIDENT TRUMP TREATED WITH
MARB THERAPY

Nov 9: LiLLY RECEIVES FDA EMERGENCY
USE AUTHORIZATION (EUA)FOR
BAMLANIVIMAB

NovV 19: FIRST PATIENTS IN M| TREATED
WITH MAB AS |V INFUSION

Nov 21: REGENERON RECEIVES FDA
EUA FOR CASIRIVIMAB AND IMDEVIMAB
“cockTAIL"

DEC 19: MICHIGAN TREATS 800 PATIENTS

Source: NPR, Nov 25, 2020
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MAB THERAPY - THE SCIENTIFIC EVIDENCE

Lilly Regeneron
Bamlanivimab Casirivimab and Imdevimab

Primary Clinical Trial for EUA Interim analysis of phase 2 Interim analysis of phase 2
randomized dosing trial randomized dosing trial

Study population Mild to moderate COVID-19 Mild to moderate COVID-19
symptoms w/o hospitalization symptoms w/o hospitalization

Number of patients (mAb vs 465 (101/107/101 vs 156) 799 (266/267 vs 266)
placebo)

Primary outcome: Change in No difference af 11 days mAb better than placebo
viral load at 7 days

Secondary outcome: Percent 3% (MADb) vs 10% (placebo) FDA 3% (mADb) vs 9% (placebo) FDA
admitted (or ER visits) in high risk 4% (mAb) vs 15% (placebo) NEJM
patients

Peer-reviewed publications NEJM 10/28/2020 None

Number needed to treat (NNT) 14.3 (FDA) / 9.1 (NEJM) 16.7 (FDA)
fo prevent 1 admission (or ER visit)

Source: FDA and NEJM

FEDERAL AND STATE PERSPECTIVES

FOOD AND DRUG ADMINISTRATION
* MAB NOT APPROVED FOR ANYTHING, ONLY AUTHORIZED
HHS ASSISTANT SECRETARY FOR PREPAREDNESS AND RESPONSE AND OWS
o STATES SHOULD WORK TO MAKE THIS MAB WIDELY AVAILABLE, “GAME CHANGER"
NIH COVID-19 TREATMENT RECOMMENDATIONS PANEL
* MAB NOT STANDARD OF CARE. CANNOT SUPPORT OR DISCOURAGE USE
CENTERS FOR MEDICARE AND MEDICAID SERVICES
* MEDICARE WILL COVER AND PAY FOR INFUSIONS ($310)
MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES

* CLINICIANS MAKE DECISION TO USE. CANNOT SUPPORT OR DISCOURAGE USE
* MDHHS COMMITTED TO MAKING MAB WIDELY AVAILABLE TO PATIENTS/CLINICIANS
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MONOCLONAL ANTIBODY EUA CRITERIA

COVID-19 POSITIVE, AND

MILD TO MODERATE DISEASE IN ADULTS AND PEDIATRIC PATIENTS (AGE
>12 & >40 KG), AND

NOT REQUIRING HOSPITALIZATION OR SUPPLEMENTAL OXYGEN, AND
WITHIN 10 DAYS OF SYMPTOM ONSET (IDEALLY WITHIN 3 DAYS) , AND
HIGH RISK FOR PROGRESSING TO SEVERE DISEASE

HIGH RISK ADULTS

* AGE =65 YEARS OR CHRONIC KIDNEY DISEASE, OR

» BoDY MASS INDEX (BMI) =35, DIABETES, OR
OR

IMMUNOSUPPRESSIVE DISEASE, OR
* AGE >55 YEARS, AND

e CARDIOVASCULAR DISEASE, OR

RECEIVING IMMUNOSUPPRESSIVE

TREATMENT.
* HYPERTENSION, OR

« COPD/OTHER CHRONIC
RESPIRATORY DISEASE

Separate high-risk pediatric criteria
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HIGH RISK PEDIATRICS (ADOLESCENTS)

 BMI =85TH PERCENTILE FOR THEIR AGE AND GENDER, OR
SICKLE CELL DISEASE, OR
CONGENITAL OR ACQUIRED HEART DISEASE, OR
NEURODEVELOPMENTAL DISORDERS, (E.G.,CEREBRAL PALSY) OR

A MEDICAL-RELATED TECHNOLOGICAL DEPENDENCE, FOR
EXAMPLE, TRACHEOSTOMY, GASTROSTOMY, OR POSITIVE
PRESSURE VENTILATION (NOT RELATED TO COVID-19), OR

ASTHMA, REACTIVE AIRWAY OR OTHER CHRONIC RESPIRATORY
DISEASE THAT REQUIRES DAILY MEDICATION FOR CONTROL.

LIMITATIONS OF AUTHORIZED USE

* MONOCLONAL ANTIBODY THERAPY IS NOT AUTHORIZED FOR
» HOSPITALIZED PATIENTS DUE TO COVID-19, OR
» PATIENTS REQUIRING O2 THERAPY, OR
» PATIENTS ON HOME O2 REQUIRING AN INCREASE FROM BASELINE OXYGEN

* BENEFIT OF TREATMENT WITH MAB HAS NOT BEEN OBSERVED IN
PATIENTS HOSPITALIZED DUE TO COVID-19.

* MAY BE ASSOCIATED WITH WORSE CLINICAL OUTCOMES WHEN ADMINISTERED
TO HOSPITALIZED PATIENTS ON HIGH FLOW OXYGEN OR VENTILATORS

SouRCE: FDA MAB EUAS
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MONOCLONAL ANTIBODY ALLOCATION

*  MEDICATION PROVIDED AT NO COST BY FEDERAL GOVERNMENT
* WEEKLY ALLOCATIONS TO STATES BASED ON COVID-19 ADMISSIONS
*  MDHHS RESPONSIBLE FOR ALLOCATING TO HOSPITALS AND OTHERS
»  EVERY HOSPITAL HAS RECEIVED AN ALLOCATION
PrOJECT SPEED: ALLOCATION DIRECTLY TO LTCs AND FQHCs
*  SUPPLY >>>>>>>DEMAND

INITIAL ALLOCATION IN MICHIGAN

~50% ALLOCATED TO ALL Number of S

HOSPITALS WITH EDS AS Number/Range Hospitals Hospitals
BASELINE (11 VIALS PER of Vials to be |Receiving this | Receiving this
HOSPITAL) Distributed Quantity*

~50% ALLOCATED BASED ON
COVID-19 ADMISSIONS

CAPPED AT 50 VIALS PER . 21t025 |

HOSPITAL
SUPPLIES TO HOSPITALS

INTENDED FOR BROAD 41 to 49
COMMUNITY |




MONOCLONAL ANTIBODY THERAPY
ADMINISTRATION

* ADMINISTRATION

» REQUIRES INTRAVENOUS INFUSION OVER AT
LEAST 60 MINUTES, AND

* 60 MINUTE OBSERVATION
* PREPARATION
* DOES NOT REQUIRE PHARMACIST
* MAY BE PREPARED AT BEDSIDE, NO PUMP

* EMERGENCY CAPABILITIES
* INITIAL TREATMENT OF ANAPHYLAXIS

OPTIONS FOR INFUSION

EMERGENCY DEPARTMENT
INFUSION CLINIC

e HOSPITAL OR INDEPENDENT
DEDICATED INFUSION AREA OF HOSPITAL
OUTPATIENT CLINIC
LONG-TERM CARE
HOME CARE SETTING (INCLUDING EMS)

bamilanivimab &

injection

12/22/20
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MICHIGAN'S FIRST 800 PATIENTS

mAb Therapy by Administering Hospital or Health Care Facility - N=800

0 20 a0 60 80 100 120
Michigan Medicine 107
McLaren Flint 59
Holland Hospital a9

St. Joseph Mercy Oakland  EEEEG—_——— 44
Speclrum Health Lakeland G 41
MONOCLONAL = :
Hurley Medical Center |IEEG—_—_—G—G_—— 31
ProMedica Monroe Regional Hospital [IEEEEEG_—_—_——————— 23

ANTIBODY THERAF ¥ o S
BY HOSPITALS -

mhb Therap‘l

Michigan Medicine
>25% of hospitals in the UP

Mclaren Flint u
< 2 ital
More patients tfreated in UP (88) o “a“dm::\a“ %‘1
than in Detroit (38) S““”hx?\gme\and / %
More Level 3 & 4 tfrauma centers e mumdM\ch\ganHea\‘h / 3
than Level 1 & 2 frauma centers \.\ur\evmed\ca\cem:;\ / ;;‘
i

SE MI ~50% of population only eRe g‘““:\:\fmre —
25% of hospitals used mAb orél

OPTS Bell stpltal -3
Tristian Mental Health Services 1l 3
McLaren Northern Michigan 8 3
Henry Ford Allegiance Health M 2

proMedica N‘““"M

Most freated at one site in one Rscersion . Mary's Hospital 2
day were 21 at a SNF Fenisson pointof Hancock B 3

Great Lakes PACE M 2

Hurley Medical Center 1 2

St. Joseph Mercy Livingston | 2

Chippewa County War Memorial Hospital I
Helen Newberry Joy Hospital I

McLaren Oakland I

Ascension Borgess Hospital I

UP Health System-Portage I 1

16



12/22/20

MAB THERAPY BY AGE AND GENDER

mAb by Age Group - N=800

mAb by Gender - N=800

u8
Mean Age: 63.8
Median Age: 65 193
Range: 15t0 104
1Q Range: 56t0 73
Male, 389, Female,
49% 411, 51%
108
2
4%
38
o mm

1524 2534 3544 4554 5564 6574 7584
Age Group (Years)

MAB THERAPY BY RACE

mAb by Race - N=800

American Indian or Alaska . Black or African
Native, 7, 1% Asian, 14, 2% American, 65, 8%

Hispanic or Latino,
28,3%
Unknown, 31, 4%

White, 655, 82%
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HEALTHCARE WORKERS
mAb by Health Care Worker Status - N=800

Yes, 93,
12%

No, 707, 88%

RISK FACTORS

Monoclonal Antibody Therapy by Risk Factors for Disease Progression - N=800

Age >64 YO Age 55 to 64 with Risk BMI >34 Chronic Kidney Disease
Factors

10



DAYS FROM SYMPTOM ONSET TO MAB

Days from Symptom Onset to mAb Therapy - N=800

115
109
6 105
94
58
I |
- 5 6 7 8 9

Days from Symptom Onset to mAb Therapy

10

INFUSION LOCATION

mAb Therapy by Location Type of Infusion - N=800
Outpatient Clinic, 35, 4% _Urgent Care , 20, 3%
Other, 9, 1%
Long Term Care Facility, 33, 4%

Inpatient (while admitted for
non-COVID issues), 3, 0%

Home Care Setting , 9, 1%

12/22/20
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INFUSION RELATED SIDE EFFECTS

Monoclonal Antibody Therapy Infusion Related Symptoms - N=499

94.9% report no symptoms
No severe adverse events
No reported anaphylaxis

1

Headache Hypotension

WILL MONOCLONAL ANTIBODIES MITIGATE
COVID-19 ADMISSIONS? SAVE LIVES

* POST-INFUSION ADMISSION RATE 4.4%
» NO DIFFERENCE IN AGE </> 65 YO,
» NO DIFFERENCE IN BMI </> 35,

* 2 DEATHS REPORTED TO DATE

e 63 LTC PATIENTS WITH 1 DEATH, 1 ADMISSION BOTH TREATED AFTER
7 DAYS OF SYMPTOMS, 1 GRAVELY ILL AT SNF. REMAINDER
CLINICALLY IMPROVED

12
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CONSIDERATIONS FOR EMS IN MAB

PROVIDE PARATRANSIT OR AMBULANCE TRANSPORT TO INFUSION CLINIC

START IVS FOR SNFS AND THEY RUN INFUSIONS

START IVS AND RUN INFUSIONS™

PART OF MAB TASK FORCE WORKING WITH HOME HEALTH OR STATE

LTC MOBILE CRISIS TEAMS™
*REQUIRES EMERGENCY PROTOCOL

MCA EMERGENCY PROTOCOL

* MUST BE ADOPTED BY THE MCA
e VERSION 2.0 COMING

Michigan
ETP *EMERGENCY" COVID-19 PANDEMIC
Monoclonal Antibody Administration

Initial Date: 12/11720;
Revised Date: Secton 14-13

Antibody

Purpose: To allow for EMS to adminkster monocional antibodies with an order from a physician in

care facilities and pervate residences.

tings. This includes congregat

[l Verify that the patient meets screening criteria
A Must be all of the following
I

COVID-19; high risk for peog) CovID-19

pssing 1o sev

spitalization
e following
x (BMI) 235

and/or

8. Must be at keast one of t

i, Has a body mass ind
i, Has chronic kidney disease

V. 1 currently receiving immunosuppr essive treatment
Vi, #5265 years of age

vii. 152 55 years of age AND has: cardiovascular dises

obstructive pulmonary disease/other chronic respir

o hypertension, o cheoni
y disease.

€. Mustnot be
i, hospitalized due to COVID-19, OR
il requiring oxygen therapy due to COVID-19, OR
iii. sequiring an increase in baseline oxygen flowrate due to COVID-19 for those on
dertying non-COVID-19 retated co-mar bidity.

chronic oxy,

n Samlanivimab Injection
A Verify patient ha:

8. Inspect the medica

gen thesapy due to an |

hee

eceived (or give to patient) patient fact

10 opalescent and coloress to stightly

yellow tos!
€. Bamlanivimab &s supplied | 4al of 700mg/20 mL
0. Dilute bamlanivimab using 3 250 mt prefilied 0.9% Sodium Chioride Injection bag for
intravenous infusion
i, Withdraw and discard 70 mi of 0.9% Sodium Chioride Injection trom infusion bag
il Withdraw 20 mt (700 mg) of bami
sized syringe.
iil. Transter ba
iv. Discard any product remain
E. Gently invert IV bag by hand apprcximatedy 10 ti
Administer the infusion utilizing microdeip (60gtt/cc) tubing ov
V I place dur

mab from the vial using an appropriately

nivimab to the 0.9% Sodum Chioride Injection infusion bag

in the vial.

10 mix. Do not shake.

g monitoring p

nfusion, keeping the

G. Discontinue th

MCA Nomo

MCA Board Approved Do Pog 1042

MCA imghermentaton Dote

Protocal Source Hnleronces: hips /'www 1ho ovamenon
A Hambannmat T e Slmiyrivab “ 2

Pwww COVYS TS My COmassets pabamianramat My aritodes phaytock pt

vnts COVID 1 Mrverssgation
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OPERATION HOLIDAY DELIVERY

* RAPID RESPONSE (<24 HOURS) TO SNFS WITH LARGE OUTBREAKS

* RESOURCES: MDHHS MOBILE CRISIS TEAMS + LOCAL
EMS/PARAMEDICS

THREE OPERATIONS (19, 21, AND 8 PATIENTS)

REQUEST STATE SUPPORT THROUGH LOCAL PUBLIC HEALTH OR
REGIONAL HEALTH CARE COALITIONS

MDHHS CAN PROVIDE TECHNICAL SUPPORT

OPERATION HOLIDAY DELIVERY
e |

-‘ —

12/22/20
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FINANCIAL CONSIDERATIONS

S;MS.gov

ers for Medicare & Medicaid Services

Medi Medi CHIP Medicare-Medicald Private Innovation Regulations & Research, Statistics, Outreach &
‘Coordination Insurance Guidance Data & Systems Education
* ABILITY FOR EMS TO
Home > Medicare > COVID-19 > “Updated” Monocional Antibody COVID-19 Infusion
DIRECTLY BILL MEDICARE, [ e
Monoclonal Antibody COVID-19 Infusion
Enreliment for Administering COVID-19
INSURANCE Vacsion Shota Table of Contents
Coding for COVID-19 Yaccine Shots
Medicare COVID-19 Vs St
* BILL FACILITY FOR -
Medicare Billing for COVID-19 Vascing
SERVICES st Auiloiion
$NF; Enforcamaent Discretion Relating
12 Certain Pharmacy Billing “New" Please review the infographic (PDF) on COVID-19 monodional antibody treatment coverage.
Beneficiary incentives for COVID-1%
Vaccine $hots
CMS Quality, Reperting for COVID-19 Medicare Monoclonal Antibody COVID-19 Infusion Program Instruction
MMckios i On November 9, 2020, the U.S. Food and Drug (FDA) issued an use (EUA) for the

29

“Updated" Monocional Antibody
COVID-19 Infusion

“New” COVID-19 Treatments Add-On
Paymant (NCTAP)

HELPFUL LINKS

Investigational monocional antibody therapy, bamianivimab, for the treatment of mid-to-moderate COVID-19 in adults and pediatnic
patients with positive COVID-19 test results who are at high risk for progressing 1o severe COVID-19 and/or hospitalization.
Bamianivimab may only be administered in settings in which health care providers have immediate access 1o medications to treat a
severe infusion reaction, such as anaphylaxis, and the ability to activate the emergency medical system (EMS), as necessary.
Review the Fact Sheet for Health Care Providers EUA of Bamfanivimab regarding the mitations of authorized use.

HTTPS://WWW.FDA.GOV/MEDIA/ 143604 /DOWNLOAD

HTTPS://WWW.FDA.GOV/MEDIA/ 143603 /DOWNLOAD

HTTPS://WWW.CMS.GOV/MEDICARE/COVID-19/MONOCLONAL-ANTIBODY-COVID-19-

INFUSION
HTTPS://WWW .NEJM.ORG/DOI/FULL/10.1056/NEJM0OA2029849

15


https://www.fda.gov/media/143604/download
https://www.fda.gov/media/143603/download
https://www.cms.gov/medicare/covid-19/monoclonal-antibody-covid-19-infusion
https://www.nejm.org/doi/full/10.1056/NEJMoa2029849
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Michigan Department or Health s Human Services

THANKS - QUESTIONS<

FALESW@MICHIGAN.GOV
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